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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 22 October 2009 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 5-24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 5:24 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 

'TOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20100214 
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DETAILED ACTION 
Response to Amendment 

1 . The amendments to the claims filed on October 22, 2009 have been fully 
considered. The arguments/amendments are not persuasive in overcoming the 35 USC 
1 03 rejection. Below are responses to Applicant's further remarks. 

C4>s?il>st?sd rstefsstj&s si3g^~<2st cifj^ststlj^BBg k^oppolfBss to .slabs hxs ths5T5 whet? iR&JiG ot ^Iss 
Kfcrsjjsees ^KcSude a ^rymmz&mn step? Why wmli mmUnm^i retocss tMi mbiM^c 
pm^ucte by sqsamsibn in & ma pksss! sysism. with a reftefeftiee thsit: dfses mt >tuMU-/si pmdmm 
M m stsgpst using « me fte system m whioh pmim» mi mbm^d by crymMimim 




Applicant's response is noted. One of ordinary skill would have the suggestion to 
practice the oxidation reaction of hydroxyproline in a single solvent which includes 
water. This suggestion is based on the reference of Riley. The goal of stabilization as a 
purpose for modifying the solvent system does not impart patentability, as the prior art 
would have suggested this modification. It is not necessary for the prior art to 
contemplate the correct purpose for this modification in order to suggest It. 
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1. Jjt v!3\ t>i ^y\nh la^tn ilni *v v.<i-E5poi ids sti a vsit. ^h<3Sv -.v^um vitluKus^b \vJ(f^jk v-s 

One of ordinary sl<ill is motivated to crystallize a product from solution as a form of 

purification. Tliat tine reference of Narukawa does not explicitly teach crystallization 

does not add patentability to the instant process. 

la pevi«tB« Ap|>lka«is hsvs m$m4 tot It »ot Jtsst ths ervss^li^jJo^ «jf 

ketopfoysc pmdtsa shat b imiJtimiSit to tha nl&imsd kwtitiUm but the tmktg ssf th& 
s^xymBrMim. The eompoimds mm he ciymUimd mpMiy itftst Shey ar« tnade m m4<:r %o 
psrev^t tsrtbsrr axicjatsort stspis, '.lliis i.s reaisoii th&t the claims r^sqmm etymBkathn at 

It is maintained that routine optimization (eg. timing of crystallization) does not 
impart patentability. 

Conclusion 

2. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is 
(571)272-9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571 )272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sun Jae Y. Loewe/ 
2-15-2010 



/Golam M. M. Shameem/ 
Primary Examiner, Art Unit 1626 



